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OSELTAMIVIR PHOSPHAT
C6HsN,04.H5PO4

VILAS 087

SKS: 0206193

I. Muc dich sir dung: Chuén Dugc dién Viét Nam Oseltamivir phosphat SKS: 0206193
dugc st dung cho cac phép thur dinh tinh va dinh luong bang phuorng phap phan
tich hoa ly.

Intended use: The Vietnamese Pharmacopoeia Reference Substance Oseltamivir
phosphate Control No. 0206193 is intended to be used in physzcochemlcal analysis
for assay and identifications. s

II. MS& ta: Bot mau tring hodc gin nhu tring.
Description: A white or almost white powder

1. Két qua phan tich: Ddi chiéu véi chuan Oseltam1v1r phosphat EPCRS batch 2.0 ¢c6 ham
lugng 99,7% C6H2sN>04.H3POy4, tinh theo nguyen trang,
Analytical data: The Oseltamivir phosphate EPCRS batch 2.0 was used as Standard and
regarded as 99.7% C 16H2sN204 H3PO,, calculated on the as is basis.

1. Dinh tinh (Identifi catlons) s
a. Pho hong ngoai : Phu hop voi phd hdng ngoai cua Oseltamivir
Infrared absorption” *__phosphat SKS: 0106193
by ) “Concordant with infrared absorption spectrum of
Oseltamivir phosphate Control No. 0106193.

RHPLC) /()= . Thoi gian luu va phd DAD cua pic chinh trén sic ky
~N\ e W dd thu duoc tir dung dich thir twong tu thoi gian luu
va phd DAD cua pic chinh trén sic ky do thu duoc

tir dung dich chuan.
The retention time and DAD spectrum of principal
peak in the sample corresponds to the retention time
and DAD spectrum of principal peak in the

reference substance

c¢. Phan tng ctia ion phosphat : Dung
Reaction of phosphate Conformed
d. Goc quay cuc riéng : Pung
Specific optical rotation Conformed
e. LC/MS/MS : Ding
Conformed
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IV.

f NMR

. Kim loai néng

Heavy metals -

. Gbc quay cuc riéng

Specific optical rotation

. Nude (KF)

Water

. Dung méi ton du (GC)

Residual solvents (GC)

. Tap chét lién quan (HPLC )

Related Substances

. Pinh lugng (HPLC)

Assay

: Pung

Conformed

: Dudi 0,002%

Less than 0.002%

: - 32,0° (dung dich 1,0% kl/tt, do & 25°C)

- 32.0° (1.0% w/v solution, measured at 25°C)

0 0,41%

0 0,07%

o Tung tap < 0,20% (Individual impurity < 0.20%)

Tong tap: 0,57% (Total impurities : 0.57 %)

: 100,16% C¢H23N,04.H3PO, tinh theo khan va kh()ng

c6 dung moi.
D06 khong dam bao do Uy, = 0,06%
100.16% C1sH>sN>04 H3PO,, calculated on the dried
and solvents-free substance.
Standard uncertainty of the certified value
Uy = 0.06%

Huéng din sir dung: Khong sy trude khi dung
Direction for use: Do not dry before use

V. Bido quin: Nhiét d§ 2 — 8°C, tranh 4nh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8°C.
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